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§ 300aa–22. Standards of responsibility 

(a) General rule 

Except as provided in subsections (b), (c), and 
(e) of this section State law shall apply to a civil 
action brought for damages for a vaccine-related 
injury or death. 

(b) Unavoidable adverse side effects; warnings 

(1) No vaccine manufacturer shall be liable in 
a civil action for damages arising from a vac-
cine-related injury or death associated with the 
administration of a vaccine after October 1, 1988, 
if the injury or death resulted from side effects 
that were unavoidable even though the vaccine 
was properly prepared and was accompanied by 
proper directions and warnings. 

(2) For purposes of paragraph (1), a vaccine 
shall be presumed to be accompanied by proper 
directions and warnings if the vaccine manufac-
turer shows that it complied in all material re-
spects with all requirements under the Federal 
Food, Drug, and Cosmetic Act [21 U.S.C. 301 et 
seq.] and section 262 of this title (including regu-
lations issued under such provisions) applicable 
to the vaccine and related to vaccine-related in-
jury or death for which the civil action was 
brought unless the plaintiff shows— 

(A) that the manufacturer engaged in the 
conduct set forth in subparagraph (A) or (B) of 
section 300aa–23(d)(2) of this title, or 

(B) by clear and convincing evidence that 
the manufacturer failed to exercise due care 
notwithstanding its compliance with such Act 
and section (and regulations issued under such 
provisions). 

(c) Direct warnings 

No vaccine manufacturer shall be liable in a 
civil action for damages arising from a vaccine- 
related injury or death associated with the ad-
ministration of a vaccine after October 1, 1988, 
solely due to the manufacturer’s failure to pro-
vide direct warnings to the injured party (or the 
injured party’s legal representative) of the po-
tential dangers resulting from the administra-
tion of the vaccine manufactured by the manu-
facturer. 

(d) Construction 

The standards of responsibility prescribed by 
this section are not to be construed as authoriz-
ing a person who brought a civil action for dam-
ages against a vaccine manufacturer for a vac-
cine-related injury or death in which damages 
were denied or which was dismissed with preju-
dice to bring a new civil action against such 
manufacturer for such injury or death. 

(e) Preemption 

No State may establish or enforce a law which 
prohibits an individual from bringing a civil ac-
tion against a vaccine manufacturer for dam-
ages for a vaccine-related injury or death if such 
civil action is not barred by this part. 

(July 1, 1944, ch. 373, title XXI, § 2122, as added 
Pub. L. 99–660, title III, § 311(a), Nov. 14, 1986, 100 
Stat. 3773; amended Pub. L. 100–203, title IV, 
§ 4302(b)(1), Dec. 22, 1987, 101 Stat. 1330–221.) 

REFERENCES IN TEXT 

The Federal Food, Drug, and Cosmetic Act, referred 
to in subsec. (b)(2), is act June 25, 1938, ch. 675, 52 Stat. 

1040, as amended, which is classified generally to chap-
ter 9 (§ 301 et seq.) of Title 21, Food and Drugs. For com-
plete classification of this Act to the Code, see Tables. 

CODIFICATION 

In subsecs. (b)(1), (c), ‘‘October 1, 1988’’ was sub-
stituted for ‘‘the effective date of this subpart’’ on au-
thority of section 323 of Pub. L. 99–660, as amended, set 
out as an Effective Date note under section 300aa–1 of 
this title. 

AMENDMENTS 

1987—Subsecs. (b)(1), (c). Pub. L. 100–203 substituted 
‘‘effective date of this subpart’’ for ‘‘effective date of 
this part’’. 

§ 300aa–23. Trial 

(a) General rule 

A civil action against a vaccine manufacturer 
for damages for a vaccine-related injury or 
death associated with the administration of a 
vaccine after October 1, 1988, which is not barred 
by section 300aa–11(a)(2) of this title shall be 
tried in three stages. 

(b) Liability 

The first stage of such a civil action shall be 
held to determine if a vaccine manufacturer is 
liable under section 300aa–22 of this title. 

(c) General damages 

The second stage of such a civil action shall be 
held to determine the amount of damages (other 
than punitive damages) a vaccine manufacturer 
found to be liable under section 300aa–22 of this 
title shall be required to pay. 

(d) Punitive damages 

(1) If sought by the plaintiff, the third stage of 
such an action shall be held to determine the 
amount of punitive damages a vaccine manufac-
turer found to be liable under section 300aa–22 of 
this title shall be required to pay. 

(2) If in such an action the manufacturer 
shows that it complied, in all material respects, 
with all requirements under the Federal Food, 
Drug, and Cosmetic Act [21 U.S.C. 301 et seq.] 
and this chapter applicable to the vaccine and 
related to the vaccine injury or death with re-
spect to which the action was brought, the man-
ufacturer shall not be held liable for punitive 
damages unless the manufacturer engaged in— 

(A) fraud or intentional and wrongful with-
holding of information from the Secretary 
during any phase of a proceeding for approval 
of the vaccine under section 262 of this title, 

(B) intentional and wrongful withholding of 
information relating to the safety or efficacy 
of the vaccine after its approval, or 

(C) other criminal or illegal activity relat-
ing to the safety and effectiveness of vaccines, 

which activity related to the vaccine-related in-
jury or death for which the civil action was 
brought. 

(e) Evidence 

In any stage of a civil action, the Vaccine In-
jury Table, any finding of fact or conclusion of 
law of the United States Court of Federal 
Claims or a special master in a proceeding on a 
petition filed under section 300aa–11 of this title 
and the final judgment of the United States 
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Court of Federal Claims and subsequent appel-
late review on such a petition shall not be ad-
missible. 

(July 1, 1944, ch. 373, title XXI, § 2123, as added 
Pub. L. 99–660, title III, § 311(a), Nov. 14, 1986, 100 
Stat. 3774; amended Pub. L. 100–203, title IV, 
§§ 4302(b)(1), 4307(9), Dec. 22, 1987, 101 Stat. 
1330–221, 1330–225; Pub. L. 101–239, title VI, 
§ 6601(o), Dec. 19, 1989, 103 Stat. 2292; Pub. L. 
102–572, title IX, § 902(b)(1), Oct. 29, 1992, 106 Stat. 
4516.) 

REFERENCES IN TEXT 

The Federal Food, Drug, and Cosmetic Act, referred 
to in subsec. (d)(2), is act June 25, 1938, ch. 675, 52 Stat. 
1040, as amended, which is classified generally to chap-
ter 9 (§ 301 et seq.) of Title 21, Food and Drugs. For com-
plete classification of this Act to the Code, see Tables. 

CODIFICATION 

In subsec. (a), ‘‘October 1, 1988’’ substituted for ‘‘the 
effective date of this subpart’’ on authority of section 
323 of Pub. L. 99–660, as amended, set out as an Effective 
Date note under section 300aa–1 of this title. 

AMENDMENTS 

1992—Subsec. (e). Pub. L. 102–572 substituted ‘‘United 
States Court of Federal Claims’’ for ‘‘United States 
Claims Court’’ in two places. 

1989—Subsec. (e). Pub. L. 101–239 substituted ‘‘finding 
of fact or conclusion of law’’ for ‘‘finding’’, ‘‘special 
master’’ for ‘‘master appointed by such court’’, and di-
rected substitution of ‘‘the United States Claims Court 
and subsequent appellate review’’ for ‘‘a district court 
of the United States’’ which was executed by inserting 
‘‘and subsequent appellate review’’ after ‘‘the United 
States Claims Court’’ the second place it appeared to 
reflect the probable intent of Congress and the amend-
ment by Pub. L. 100–203, § 4307(a), see 1987 Amendment 
note below. 

1987—Subsec. (a). Pub. L. 100–203, § 4302(b)(1), sub-
stituted ‘‘effective date of this subpart’’ for ‘‘effective 
date of this part’’. 

Subsec. (e). Pub. L. 100–203, § 4307(9), substituted ‘‘the 
United States Claims Court’’ for ‘‘a district court of 
the United States’’ in two places. 

EFFECTIVE DATE OF 1992 AMENDMENT 

Amendment by Pub. L. 102–572 effective Oct. 29, 1992, 
see section 911 of Pub. L. 102–572, set out as a note 
under section 171 of Title 28, Judiciary and Judicial 
Procedure. 

EFFECTIVE DATE OF 1989 AMENDMENT 

For applicability of amendments by Pub. L. 101–239 to 
petitions filed after Dec. 19, 1989, petitions currently 
pending in which the evidentiary record is closed, and 
petitions currently pending in which the evidentiary 
record is not closed, with provision for an immediate 
suspension for 30 days of all pending cases, see section 
6601(s)(1) of Pub. L. 101–239, set out as a note under sec-
tion 300aa–10 of this title. 

SUBPART C—ASSURING A SAFER CHILDHOOD 
VACCINATION PROGRAM IN UNITED STATES 

§ 300aa–25. Recording and reporting of informa-
tion 

(a) General rule 

Each health care provider who administers a 
vaccine set forth in the Vaccine Injury Table to 
any person shall record, or ensure that there is 
recorded, in such person’s permanent medical 
record (or in a permanent office log or file to 
which a legal representative shall have access 

upon request) with respect to each such vac-
cine— 

(1) the date of administration of the vaccine, 
(2) the vaccine manufacturer and lot number 

of the vaccine, 
(3) the name and address and, if appropriate, 

the title of the health care provider admin-
istering the vaccine, and 

(4) any other identifying information on the 
vaccine required pursuant to regulations pro-
mulgated by the Secretary. 

(b) Reporting 

(1) Each health care provider and vaccine man-
ufacturer shall report to the Secretary— 

(A) the occurrence of any event set forth in 
the Vaccine Injury Table, including the events 
set forth in section 300aa–14(b) of this title 
which occur within 7 days of the administra-
tion of any vaccine set forth in the Table or 
within such longer period as is specified in the 
Table or section, 

(B) the occurrence of any contraindicating 
reaction to a vaccine which is specified in the 
manufacturer’s package insert, and 

(C) such other matters as the Secretary may 
by regulation require. 

Reports of the matters referred to in subpara-
graphs (A) and (B) shall be made beginning 90 
days after December 22, 1987. The Secretary 
shall publish in the Federal Register as soon as 
practicable after such date a notice of the re-
porting requirement. 

(2) A report under paragraph (1) respecting a 
vaccine shall include the time periods after the 
administration of such vaccine within which 
vaccine-related illnesses, disabilities, injuries, 
or conditions, the symptoms and manifestations 
of such illnesses, disabilities, injuries, or condi-
tions, or deaths occur, and the manufacturer 
and lot number of the vaccine. 

(3) The Secretary shall issue the regulations 
referred to in paragraph (1)(C) within 180 days of 
December 22, 1987. 

(c) Release of information 

(1) Information which is in the possession of 
the Federal Government and State and local 
governments under this section and which may 
identify an individual shall not be made avail-
able under section 552 of title 5, or otherwise, to 
any person except— 

(A) the person who received the vaccine, or 
(B) the legal representative of such person. 

(2) For purposes of paragraph (1), the term ‘‘in-
formation which may identify an individual’’ 
shall be limited to the name, street address, and 
telephone number of the person who received 
the vaccine and of that person’s legal represent-
ative and the medical records of such person re-
lating to the administration of the vaccine, and 
shall not include the locality and State of vac-
cine administration, the name of the health care 
provider who administered the vaccine, the date 
of the vaccination, or information concerning 
any reported illness, disability, injury, or condi-
tion resulting from the administration of the 
vaccine, any symptom or manifestation of such 
illness, disability, injury, or condition, or death 
resulting from the administration of the vac-
cine. 
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